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LEwiSA. KAPLAN, District Judge.

Among the antecedents of our modern jury trial waswager of law, or compurgation,
aform of trial by ordeal. The accused found a number of people and then took a solemn oath that
he or shewas innocent. The *companions, or ‘compurgators  as they were called, then swore that
the oath which he [or she] had taken was clean. In other words, the court call[ed] upon the accused
to produce a specified number of people. . . who [we]re prepared to swear that in their opinion his
[or her] oath [wals trustworthy. * * * They d[id] not swear to the facts of the case, but merely
to their judgment that the accused is a credible person.”*

A practice reminiscent of wager of law has become fashionable among some well-
financed litigants — the engagement of “expert” witnesses whose intended role is moreto arguethe
client’s cause from the witness stand than to bring to the fact-finder specialized knowledge or
expertise that would be helpful in resolving the issues of fact presented by the lawsuit. These
“experts’ thusareloosely andogousto compurgators, also known as oath helpers, inthat they lend
their credentials and reputations to the party who calls them without bringing much if any relevant
knowl edge to bear on the facts actually at issue. This case exemplifiesthe fashion to some extent,
asthePlaintiffs’ Executive Committee hasengaged anumber of “expert” withessesto performroles
which, in greater or lesser degree, meet this description.

Defendant Warner-Lambert Company and affiliatesmovein limine to excludecertain

THEODOREF. T.PLUCKNETT, A ConcISE HIsTORY oF THE ComMoON Law 115 (5th ed. 1956)
(footnote omitted).
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proposed testimony of anumber of plaintiffs’ experts on issues other than silent liver injury, which
is the subject of another motion. They object to proposed testimony of plaintiffs “experts’
regarding (1) what constitutes ethical behavior for a company, (2) the motive, intent, and state of
mind of actorsincluding Warner-Lambert, Glaxo-Wellcome, U.S. Food and Drug Administration
(“FDA™) employees, and theauthorsof scientificarticles, (3) Warner-Lambert’ salleged suppression
of research, (4) foreign regulatory experience with respect to Rezulin [troglitazone] including a
“history” of regulatory actions, (5) FDA procedures and regulations and Warner-Lambert’ s alleged
failure to provide adequate information to the FDA about Rezulin, (6) Warner-Lambert's aleged
failure adequately to protect patients who participated in the Rezulin clinical trias, (7) what other
physicians understood about Rezulin, its benefits and risks, (8) decisions made by physicianswho
prescribed Rezulin, (9) a duty to warn patients (as well as aleged failure to warn patients);(10)
Rezulin’s efficacy and itsrisk-benefit ratio; and (11) one expert’ s reliance on certain spreadsheets

created by a consultant for the defendants.



Legal Framework: Daubert v. Merrell Dow Pharmaceuticals Inc. and Federal Rule of
Evidence 702.

A. General Background

The standard governing a district court’ s determination whether to admit scientific
or other expert tetimony is familiar. Federal Rule of Evidence 702 provides:

“If scientific, technical, or other specialized knowledge will assst thetrier of fact to

understand the evidence or to determine a fact in issue, a witness qualified as an

expert by knowledge, skill, experience, training, or education, may testify theretoin

theform of an opinion or otherwise, if (1) thetestimony isbased upon sufficient facts

or data, (2) the testimony is the product of reliable principles and methods, and (3)

the witness has applied the principles and methods reliably to the facts of the case.”
It incorporates principles established in Daubert v. Merrell Dow Pharmaceuticals, Inc.,? in which
the Supreme Court charged trial courts with a gatekeeping roleto “ensure that any and all scientific
testimony or evidence admitted is not only relevant, but reliable.”

In Daubert, the Supreme Court set forth the procedures atrial court isto follow in
ruling on expert testimony. Thetrial court must determine“whether theexpertisproposing to testify
to (1) scientific knowledgethat (2) will assist the trier of fact to understand or determineafact in

issue.”* The Court explained further that this requires “a preliminary assessment of whether the

testimony is scientifically valid and of whether that reasoning or methodology properly can be

Daubert, 509 U.S. 579 (1993).

Id. at 589.

Id. at 592.
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appliedtothefactsinissue” -- in essence, whetheritisreliable.® The proponent of expert testimony
must demonstrate admissibility by a preponderance of proof.° The Daubert Court stressed that the
inquiry concerning reliability is“aflexible one” and set forth alist of four nonexclusive factors to
consider: (1) whether the expert’ stheory “ can be (and has been) tested” ; (2) whether thetheory “ has
been subjected to peer review and publication;” (3) the “known or potential rate of error”; and (4)
whether the theory has “‘ general acoeptance.’””’

The Court elaborated upon Daubertin Kumho Tire Co. v. Carmichael,® whereitheld
that Daubert s general gatekeeping obligation “gpplies not only to testimony based on * scientific’
knowledge, but also to testimony based on ‘technicd’ and ‘other specialized’ knowledge.”®
Ultimately, the objective of Daubert is*to make certain that an expert, whether basing testimony
upon professonal studies or persona experience, employs in the courtroom the same level of
intellectual rigor that characterizes the practice of an expert in the relevant field.”*°

In undertaking this inquiry, a district court must focus on the “principles and

Id. at 592-93.
Id. at 592 n.10.

Id. at 593-94.

526 U.S. 137 (1999).
Id. at 141.

10

Id. at 152.
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methodol ogy” employed by the expert, not on the conclusionsreached.™* Nevertheless, “nothingin
either Daubert or the Federal Rules of Evidence requires a district court to admit opinion evidence
which is connected to existing data only by the ipse dixit of the expert. A court may conclude that
there simply istoo great an analytical gap between the data and the opinion proffered.”*?

In2000, Rule702 wasamended inlight of Daubertto requirethat “ (1) thetestimony
[be] based upon sufficient facts or data, (2) the testimony [be] the product of reliable principlesand
methods, and (3) the witness [have] applied the principles and methods reliably to the facts of the
case.” The Advisory Committee Notes explain that the amendment was intended to affirm
Daubert sdesignation of thetrial court asgatekeeper and “ provide[] somegeneral standardsthat the
trial court must use to assess the reliability and helpfulness of proffered expert testimony.”*®* The
standards set forthin Rule 702 were not intended to displacethe nonexclusivelist of factors set forth
by the Supreme Court in Daubert, however.

One of the fundamental requirements of Rule 702 is that the proposed testimony
“assist thetrier of fact to understand the evidenceor to determineafact inissue.” This helpfulness
requirement is “akin to the relevance requirement of Rule 401, which is applicable to all proffered

evidence],] [but] . . . goes beyond mererelevance . . . becauseit also requires expert testimony to

11
Daubert, 509 U.S. at 594-95.
12
General Electic Co. v. Joiner, 522 U.S. 136, 146 (1993).

13

Fed. R. Evid. 702 Committee Note (2000).
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have a valid connection to the pertinent inquiry.”** The Daubert Court referred to this as “‘fit,
noting that “ Rule 702’ s* hd pfulness’ standard requires avaid scientific connection to the pertinent
inquiry as a precondition to admissibility.”* Finally, Rule 702 requires also a finding that the
proposed witness be qualified by virtue of specialized knowledge, skill, experience, training, or
education.

Recognizingthat the application of theforegoing principles, “ no matter how flexible,
inevitably on occasionwill prevent thejury from learning of authenticinsightsandinnovations,” the
Supreme Court in Daubert neverthel ess reasoned that this “isthe balance that is struck by Rules of
Evidence designed not for the exhaustive search for cosmic understanding but for the particul arized

resolution of legal disputes.”*

B. Specific Considerations.
Certain principles that are especially pertinent to the task at hand flow from the
requirement that expert testimony be “ scientific, technical, or other specialized knowledge.” First,

therequirement of “knowledge” guards agai nst the admission of subjectiveor specul ative opinions.*’

14

4 Jack B. WEINSTEIN & MARGARET A. BERGER, WEINSTEIN'S FEDERAL EVIDENCE 8
702.03[1] (Joseph M. McLaughlin ed., 2d ed. 1997).

15

Id. at 591; see also In re Paoli R.R. Yard PCB Litig., 916 F.2d 829, 857 (3d Cir. 1990)
(hel pfulness standard requires more than “‘bare logical relevance ™).

16
Daubert, 509 U.S. at 597.
17

Daubert, 509 U.S. at 590 (“the word ‘knowledge’ connotes more than subjective belief or
unsupported speculation.”)
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Second, in requiring that expert testimony be directed to “scientific, technical or specialized”
knowledge, Rule 702 ensures that expert witnesses will not testify about “lay matters which ajury
iscapabl e of understanding and deciding without the expert’ shelp.”*# In other words, expertsshould
not be permitted to “ supplant therole of counsel in making argument at trial, and therole of thejury
in interpreting the evidence.”** Examples of “expert” testimony that courts have excluded on this
basis include factual narratives® and interpretations of conduct or views as to the motivation of
parties.®

Likewise, in deciding whether the proposed testimony will be helpful to the fact-
finder, courtsinthis Circuit analyze the testimony to determine whether it “‘usurp[s| either therole
of thetrial judgeininstructing thejury asto the applicablelaw or therole of thejury in applying that

law to the facts before it.’”?* Thus, although an expert may give an opinion to help the jury decide

18
Andrews v. Metro North Commuter Railroad Co., 882 F.2d 705, 708 (2d Cir. 1989)
(citations omitted); accord LinkCo, Inc. v. Fujitsu Ltd., No. 00 Civ. 7242, 2002 WL
1585551 (S.D.N.Y. July 16, 2002), at *1; Taylor v. Evans, No. 94 Civ. 8425, 1997 WL
154010, at *2 (S.D.N.Y. April 1, 1997).

19

Primavera Familenstifungv. Askin, 130 F. Supp. 2d 450, 527, amended on reconsideration
on other grounds, 137 F. Supp.2d 438 (S.D.N.Y. 2001).

20
See, e.g., Taylor, 1997 WL 154010, at * 2.
21
See, e.g. Lippe v. Bairnco Corp., 288 B. R. 678, 688 (S.D.N.Y. 2003).

22

United States v. Lumpkin, 192 F.3d 280, 290 (2d Cir. 1999) (quoting United States v.
Duncan, 42 F.3d 97,101 (2d Cir. 1994)) (quoting United States v. Bilzerian, 926 F.2d 1285,
1294 (2d Cir. 1991).
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an issuein the case, he or she may not tell the jury what result to reach® or communicate “alegal
standard —explicit orimplicit—to thejury.”?* This principlerequiresthe exclusion of testimony that
statesalegal conclusion, although factual conclusions on an ultimate issue to be decided by thejury
are permissible.”®

Againg this background, the Court now turns to its analysis of the challenged

testimony.

11 Testimony Regarding Ethics.

Thereports of two of plaintiffs proposed expertsindicatethat they intend to testify,

23

U.S. v. Duncan, 42 F.3d at 100 (“When an expert undertakes to tell the jury what result to
reach, this does not aid the jury in making a decision, but rather attemptsto subgitute the
expert’ sjudgment for the jury’s.”) (emphasisin origina)

24

Hyghv. Jacobs, 961 F.2d 359, 364 (2d Cir. 1992) (trial court improperly admitted testimony
defining legal phrase “deadly physical force” in manner inconsistent with applicable
definitionin New Y ork Penal Law); United States v. Scop, 846 F.2d 135, 140, rev’d in part
on reh’g on other grounds, 856 F.2d 5 (2d Cir. 1988) (excluding expert’s repeated use of
statutory and regul atory languageindicatingguilt); see also LinkCo, Inc. v. Fujitsu, Ltd., No.
00 Civ. 7242, 2002 WL 1585551, (S.D.N.Y. July 16, 2002), at *2 (excluding expert
testimony that “it is my expert opinion that [defendant] misappropriated trade secrets that
originated at [the plaintiff’s].”)

25

Duncan, 423 F. 3d at 101; Bilzerian, 926 F.2d at 1294

The rule follows the Advisory Committee's view that Rules 701, 702 and 403 act as
limitationson the use of expertsas oath-hel persunder Rule 704: “Under Rules 701 and 702,
opinionsmust be helpful to thetrier of fact, and Rule403 providesfor exclusion of evidence
which wastes time. These provisions afford ample assurances against the admission of
opinions which would merely tell the jury what result to reach, somewhat in manner of the
oath-helpers of an earlier day.” Fep. R. Ev. 704 advisory committe€ s note (West 2003)
(emphasis added).
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at least in part, that Warner-Lambert, in their opinions, acted in an unethical manner, especially with

respect to its presentation of, or reaction to, Rezulin clinical dataand the conduct of Rezulin clinical

trials. Two other experts gave such testimony in their depositions.*® Defendants seek to preclude

all such testimony by plaintiffs experts. They argue that the opinions are (1) unreliable because

26

Dr. Bell statedin hisdeposition, “ The ethical way it should have been presented whenit was
seen [that] there was an enzyme problem, there usually is not with drugs, was that this
should then have been looked at more closely and divided up . . . So | did think thisis
relevant in this situati on that an ethical pharmaceutical company woul d have presented the
datain adifferent way when, in fact, it was redized there were enzyme elevations.” Bell
Dep. 146-48. He rendered other similar commentary couched interms of what constitutes
“reasonable and prudent” pharmaceutical conduct in research. Id. at 328-32, 340-42. He
stated also that he usestheterms*“ethical” and“reasonable” interchangeably. /d. at 341-42.
(This use of the word “ethical” is not to be confused with its use in the phrase “ethical
pharmaceutical,” which refersto a prescription drug.)

In discussing adocument written by another, Dr. Day stated, | agree with thisanalysisand
believeit to be unethical to conduct studies upon human beings without first fully studying
the effects of a drug upon cultured cells and, then, animas.” Day Report 1 15.

Dr. Kronmal’s report expressed views concerning the ethical obligations and duties of
pharmaceutical companies, stating “[i]f any indication is present that the investigational
drug may be causing serious or potentially adverse events, it is the responsibility of the
company to bring this to the attention of the FDA. Anything less than full and complete
reporting of any ‘signal’ that the drug might be dangerous would be unreasonable and
unethical behavior that is not standard industry practice.” Kronmal Report § 24; see also
id. 11126, 37(c). Hisdeposition testimony isrepletewithsimilar judgments. Kronmal Dep.
58-71.

Dr. Furberg’ sreport states that he intendsto “comment[] on how the Company adhered to
... the ethical obligationsof practicing physicians, research subjects and regular patients.”
Furberg Rep. 1 8. It statesthat “[r]esearch sponsors have ethical obligations to the study
investigators and to their respective Institutional Review Boards (IRBS) that are similar to
their obligationsto the FDA” and that “[i] t is my opinion that through a series of deceptive
practices, the Company violated accepted standards of clinical trial practice, regulatory
guidelines, abligations, trust and codes of ethics. The company directly or indirectly
deceived the major partiesinvolved in medical research and patient care...” Id. at 1115,
34. Dr. Furberg said that by “ethical” he means “what i s an expected obligation onthe part
of aresponsible sponsor.” Furberg Dep. 109-110.
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purely speculative; (2) unhelpful to the fact-finder because irrelevant in a case where liability is
premised on legd, not ethical, standards, and (3) likely to prgudice and confuse fact-finders
concerningthepertinent legal standards. Plaintiffsrejointhat the profferedtestimonyisreliableand
establishes an industry standard that is relevant to the issuesin the case.

The opinions of plaintiffs witnesses, however distinguished these individuals may
be as physicians and scientists, concerning the ethical obligations of pharmaceutical companiesand

whether the defendants’ conduct was ethica are inadmissible for the following reasons.

A. Reliability Under Rule 702 and Daubert.
Threeof plaintiffs’ four witnesses— Drs. Day, Bell and Kronmal — have admitted
that their opinions concerning purported ethical standards are based on their personal, subjective
views.?” These opinions therefore do not meet the core requirement of Rule 702 that expert

testimony rest on “knowledge,” aterm that “connotes more than subjective belief or unsupported

27

At his deposition, Dr. Bell admitted that he was not “an expert on ethics’ but that he is
entitled to, and holds, a “personal opinion” about “the behavior of pharmaceutical
companies.” Bell Dep. 147-48. Plaintiffs attempttorecast Dr. Bell’ schallenged testimony
as relating to something other than ethics (viz. reasonableness) does not alter the effect of
Dr. Bdl’s admission that hisopinionsin thisarea— however labeled — are speculative.

Dr. Day’ s opinion on the ethics of pharmaceutical testing is, by itsterms, apersonal belif.
Day Report 115 (“I. . . believe it to be unethical . . .") (emphasis supplied).

Dr. Kronmal testified that he knows of no ethical guidelinesthat apply to the formatting or
presentation of datain a New Drug Application and that hisview on theethical obligations
of pharmaceutical companies in that regard is based on a personal opinion and his own
“subjective views.” Kronmal Dep. 67-70. He testified dso that there is “no standard
methodology for ethics.” /d. at 68. Dr. Kronmal’s experience in working on clinical trids
and consulting for pharmaceutical companies does not transform his admittedly subjective
views on ethical standards into appropriate subjects of expert testimony. See Pl. Opp. 7-8.
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speculation.”

Such speculaive testimony, contrary to plaintiffsS argument, cannot serve as the
predicate for any purported industry ethicd standard.”® Even if expert testimony on the ordinary
practices of aprofession or trade were appropriate “to enable the jury to evaluate the conduct of the
parties againg the standards of ordinary practice in the industry,”* it still must comport with the
reliability and hel pfulnessrequirementsof Rule 702. Attheir core, however, thewitnesses' opinions
regarding ethical standards for reporting or analyzing clinical trial dataor conducting dinical trials
articul ate nothing savefor the principl ethat research sponsors should be honest.** Evenif charitably

viewed asa“ standard,” thetestimony neverthelessis“so vague asto beunhel pful to afact-finder.”*

28

Daubert, 509 U.S. a 590. See also Mancusov. Consol. Edison of New York, 967 F. Supp.
1437, 1441 (S.D.N.Y. 1997) (expert tesimony that is speculaive or conjectural is
inadmissible) (citations omitted).

29
See Grdnich v. Bradlees, 187 F.R.D. 77, 81 (S.D.N.Y 1999) (excluding expert opinion

allegedly based on industry standards as unsupported speculation where only basis for
standard were general “common-sense” guidelines.)

Tosimilar effectisBush v. Michelin, cited by the plaintiffs, which standsfor theproposition
that a court will scrutinize evidence of industry standards to ensure that it is“ sufficient to
suggest an industry standard.” 963 F. Supp. 1436, 1446 (W. D. Ky. 1996) (reserving
decision on admissibility pending court’s review). Similarly unhelpful to he plaintiffsis
Ray v. Wal-Mart Stores, Inc., 120 F.3d 882 (8th Cir. 1997), where the reliability of the
industry standards evidencewas presumed and no claim wasraised — asit is here— that
the expert’ s opinions were purely subjective.

30

Marx & Co., Inc. v. Diners’ Club, Inc., 550 F.2d 505, 509-510 (2d Cir. 1977) (citing VI
WIGMORE ON EVIDENCE 8 1949, at 66 (3d ed. 1940)).

31
See note 25.
32

Primavera Familienstifung v. Askin, 130 F. Supp. 2d 450, 529, amended on reconsideration
in part, 137 F. Supp. 2d 438 (S.D.N.Y. 2001) (Sweet, J.) (excluding as overly vague
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Plaintiffs press the notion that “there is no authority proscribing opinionswhich are
persond, alabel which can be attached to any expert’ stestimony.”* The claim, at best, isfrivolous
word play. Itsclear implication is that courts should permit “experts’ to tender purely subjective

views in the guise of expert opinions. Thiswould border on the absurd.

B. Relevance Under Rule 702 and Daubert.

Even assumingthat the ethi cstestimony were based on areliablefoundation, it would
not assist the fact-finder in determining any factual dispute in this case. The principal issues here
arewhether the defendants breached their legal dutiesto the plaintiffsinthe manufacturing, labeling
and marketing of Rezulin and, if so, whether any such breaches were proxi mate causes of injury.
While the defendants may be liable in the court of public opinion, or before a divine authority for
any ethical lapses, expert opinion as to the ethical character of their actions simply is not relevant
to these lawsuits.

Ethics testimony similar to that proposed here was excluded as irrelevant in Diet

proposed industry standard testimony that “broker dealers are expected to act with the
highest integrity.”)

The fact tha Dr. Furberg has three decades of personal experience with clinical trials,
Furberg Dep. 28-29, does not render him qualified to opine about purported ethical
standardswhen dl that he saysisthat study sponsors should be honest and that thisis“what
reasonable people would think,” including his peersin the field of clinical research. Id. at
29-30. As Judge Sweet noted in Primavera, judges should not be “deceived by the
assertions of experts who offer credentials rather than analysis.” Id. (citing Minasian v.
Standard Chartered Bank, PLC, 109 F.2d 1212, 1216 (7th Cir. 1997).

33

PI. Opp. 58.
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Drugs, a pharmaceutical products liability proceeding analogous in some ways to this MDL.*

There, the court excluded the opinions of a*“clinical medical ethics” expert because the testimony

was “at best, only marginaly relevant to [the manufacturer’s] conduct in the manufacturing and

marketing of diet drugs,” and the “pertinent issues in this litigation are the obligations of a

pharmaceuti cal company intesting, surveyingand labeling medications.”* Those sameobligations,

not what is ethical, are the central issuesin this case, and the proffered ethicstestimony is“at best,

only marginaly relevant.”*

34

35

36

In re Diet Drugs Prod. Liab. Litig., No. MDL 1203, 2001 WL 454586, at *9 (E.D. Pa. Feb.
1, 2001).

Id. at*9.

See also Dibella v. Hopkins, No. 01 Civ. 11779, 2002 WL 31427362 (S.D.N.Y. Oct. 30,
2002) (opinions of “business ethics’ expert regarding parties business dealings
inadmissiblein commercial dispute; evidencewas unhel pful “ because the dispute hereisnot
over what is ethical. Rather, the dispute is over what happened.”).

Plaintiffs’ argument that the chadlenged opinions are relevant to “illuminate the applicable
negligence standard” disregardsthe principle that expert opinions that would encroach on
the role of the trial judge in instructing the jury asto the applicable law areinadmissible.
United States v. Lumpkin, 192 F.3d 280, 289 (quoting United States v. Duncan, 42 F.3d 97,
101 (2d Cir. 1994) (quoting United States v. Bilzerian, 926 F.2d 1285, 1294 (2d Cir. 1991)).

Plaintiffs reliance on Andrade v. Columbia Med. Center, 996 F. Supp. 617 (E.D. Tex.
1998), ismisguided. Inthat mal practice case, the court held that expert testimony about the
ethical dutiesof doctorsand other health care providerswasrelevant to the sandard of care
ontheplaintiffs’ claimsof ordinary and grossnegligence. The Andrade decision concluded,
without citation, that the ethics testimony would help the jury understand the pertinent
standard of care and whether the defendants deviated from it. To the extent that the case
turns implicitly on duties that the Hippocratic oath imposes on medical professionals, itis
inapplicableto this case, whichinvolvesthe legal duties of pharmaceutical companies. To
the extent that the case isnot so limited, the Court declines to follow it. Other precedents
relied upon by the plaintiffs are inapposite. See Ray v. Wal-Mart, supra (relevance of the
expert testimony not challenged); The Post Office v. Portec, Inc., 913 F.2d 802, 807 (10th
Cir. 1990), vacated and remanded on other grounds, 499 U.S. 915 (1991) (party waived
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C.  Federal Rule of Evidence 403.

Even assuming that the proposed ethics testimony were reliable and marginally
relevant under Rule 702, it would belikely unfairly to prejudice and confuse thetrier by introducing
the “experts” opinions and rhetoric concerning ethics as alternative and improper grounds for
decision on bases other than the pertinent legal standards.®” Accordingly, plaintiffs are precluded
from offering any testimony, including that cited in themargin, concerning ethica standardsand the

application of ethical standards to the alleged conduct of the defendants and others.

111 Motive, Intent, and State of Mind Testimony
Several of plaintiffs proposed experts have rendered reports articulaing, and/or
testified in depositions to, opinions concerning the motive, intent and state of mind of Warner-

Lambert and others.*® Defendants object that thetestimony (1) isunreliable specul ation because the

objection to relevance of expert testimony on code of ethical standards for engineers).
37

Therisk that thelegal standard of care and the purported “ ethical” standardswill be blurred
isparticularly evident inthe cases of Drs. Furberg and Bell, who use theterms“ethical” and
“reasonable” interchangeably. See Furberg Dep. 109-10; Bell Dep. 146-48, 328-32, 340-42.

38

Dr. Furberg addressed Warner-Lambert’s intent and motive in its medical research and
patient care, as well as deceptive practices in which Warner-Lambert allegedly engaged.
Furberg Rep. 11 31, 34, 35, 43; Furberg Dep. 158. For example, he said that Warner-
Lambert “ decided to focus on the incomplete and inaccurate approval dataand to minimize
the troubling post-approval data.” Furberg Rep. 1 43.

Dr. Bell opined on the motive and intent of Warner-Lambert, the FDA, and Glaxo-
Wellcomeaswell asindividual witnesses. Bell Report 1132, 38, 39-42; Bell Dep. 182-3.

Dr. Gal€ sreport states: “Whileit ispossibleto believethat abnormalities of liver enzymes
might slip unremarked through the normal process of drug surveillance, the fact that 20
patients had to be taken off the drug for this reason (one trialist in 125) makes it highly
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witnesses lack relevant qudifications, and (2) would invade the province of the jury.** Plaintiffs

rejointhat the witnesses are qualified, and the opinions are hel pful under Rule 702 and proper under

Rule 704. The Court concludes that the testimony isinadmissible.

First, the opinions of these witnesses on the intent, motives or states of mind of

corporations, regulatory agencies and others have no basis in any relevant body of knowledge or

39

improbable that the company was unaware of this issue prior to marketing. Failing to
notice it would constitute negligence; if known, falingto report it and to recommend liver
screening would carry more seriousimplications.” Gale Report 64. It goeson to say that
“[i]t seemsclear that Glaxo-Wellcome put the safety of patients before all considerations,
and that othersinvolved did not.” Id. 1 83. He asserted in his deposition that Warner-
Lambert was motivated by profit: “If you have a highly profitable product on the market,
| think there would be anatural reluctanceto withdraw it prematurely. Thismay have been
afactor in the way in which information concerning the safety of this product reached the
ears of theregulators and physicians concerned.” Gale Dep. 244-45. He then speculated
regarding the motivation of the FDA in making decisionsin approving or removing drugs,
id. a 162, and opined that Glaxo-Wellcome had altruistic motives when it withdrew
Rezulin from the UK market.” Gale Report { 83.

Dr. Galediscussed al so theintent of authorsof amedical articleinthe New England Journal
of Medicine, speculating asto why they included areference to twenty specific patients. “If
Dr. Whitcomb found it necessary to writeand restate and, indeed, considerably amplify this
information 15 months later inthe New England Journal, it implies that Dr. Whitcomb did
not believe that American physicians were, in general, aware of the advice that had been
issued.” GaleDep. 223. Hefurther stated, “ . . . | think one reads any scientific article with
some understanding of the intention of the authors.” Id.

Dr. Smith accused Warner-Lambert of “ suppressing scientificinquiry for thestated purpose
of downplaying the hepatotoxic effects of TGZ in the published literature.” Smith Report
41.

Defendants argue also that evidence of Warner-Lambert’s profit motive is categorically
irrelevant because* profit motive isthefoundation of our economic system” and thus cannot
serve asapredicate for tort liability. This sweeping argument is frivolous and deserves no
further comment. Similarly inappositeis plaintiffs' lengthy rebuttal, which relies on cases
dealing with the relevance of non-expert evidence.
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expertise.® The Taylor court aptly described similar testimony as “musings as to defendants

motivations [that] would not be admissibleif given by any witness-- lay or expert.”** Furthermore,

plaintiffs experts propose improperly to assume the role of advocates for the plaintiffs' case by

arguing as to the intent or motives underlying the conduct of Warner-Lambert or others, a

transgression that hasresulted in theexclusion of “ expert” testimony asto the“rea motive” behind

40

a1

Dr. Gde admitted that his testimony about Warner-Lambert’s profit motive was an
“inference” unrelated to any scientific analysis of theefficacy or benefits asRezulin. Gale
Dep. at 244-245. He admitted also that he had no ideawhether Warner-Lambert earned any
profitsfrom the sale of Rezulin. Id. at 244. He also acknowledged that hewas not an expert
in corporate intent, just someone who is “able to draw inferences,” id. at 245, the same (he
a so conceded) as non-endocrinologistsand lawyers. Id. at 245. He admitted too that he has
no factual or scientific basis for his views regarding the intent, motive or state of mind of
Glaxo-Wellcome, the FDA and the authors of the March 1998 letter to the NEJM. Id. at
162, 202, 223, 224. Intheface of these admissions, it isirrelevant that Dr. Gale may have
published a peer-reviewed article in the Lancet on the subject of profits driving
pharmaceutical companiesin general and Rezulin in particular. Regardless of this article,
Dr. Gale hasadmitted that the testimony he proposesto givein this caseis based on aseries
of inferences with no basisin fact or scientific method.

Likewise, neither Drs. Smith, Bell, nor Furberg claimed any particular expertise on the
intent, motive or state of mind of corporationsor regulatory agencies. ThusDr. Bell cannot
provide an expert opinion as to the motives, for example, that underlay Warner-Lambert’s
conduct with respect to clinicd studies or Glaxo’s motivation for taking Rezulin off the
marketin Europe. Nor can Dr. Furberg speculatethat Warner-Lambert “chose” to dlegedly
give incomplete information with respect to Rezulin label. And so on.

Taylor v. Evans, No. 94 Civ. 8425, 1997 WL 154010, at *2 (S.D.N.Y. April 1, 1997)
(excluded expert opinionsthat “ Quite frankly, the ECS caseworker removed the Plaintiff’s
two children because she did not like her attitude and was unwilling to admit any
wrongdoing” and“ Mr. Evanswasannoyed that Plaintiff did not admit to causing theinjuries
... and “Mr. Evans did not want to hear Plaintiffs' story.”). See also DePaepe v. General
Motors Corp., 141 F.3d 715, 720 (7th Cir. 1998) (trial court erred by allowing expert to
testify asto why General Motors had reduced the amount of padding in its automobile sun
visors; expert “lacked any scientific basis for an opinion about the motives of GM’s
designers.”)
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certain business transactions.*”

The testimony is improper dso because it describes “lay matters which ajury is
capable of understanding and deciding without the expert’shelp.”** Dr. Bell’ s proposed testimony
illustrates the point. At times he merely repeated facts or opinions stated by other potential
witnesses or in documents produced in discovery, as with hisreiteration of Dr. Mishin’sview asto
what the FDA might have done with different information. Elsewhere, he drew simpleinferences
from documents produced in discovery, aswhen hesaid he*knowsfor sure” that Glaxo took Rezulin
off the market for safety reasons because “the chairman of the company” allegedly wrote thisin a
letter.** Similar repetitions of facts and speculative inferences about intent appear throughout the
challenged testimony.*

Inferences about the intent or motive of parties or others lie outside the bounds of
expert testimony. Asthe Diet Drugs court stated in excluding testimony that the pharmaceutical

defendant’ s conduct with respect to labeling was motivated by its desire to increase profits, “[t]he

42
Lippe v. Bairnco, 288 B.R. 678, 688 (S.D.N.Y. 2000).
43
Andrews v. Metro North Commuter R. Co., 882 F.2d at 708.
44
Bell Report 1 38; Bell Dep. 182-83.
45

Even plaintiffsessentially concede that the testimony consistsof “lay matter.” For instance,
while denying that Dr. Smith opines about intent or motive — which is untrue, see note 38
supra — they say that histestimony simply describes“the facts and conditions from which
the jury could infer defendant’s motivation in stifling research.” Pl. Opp. 33.
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question of intent isaclassic jury question and not one for the experts.”“°

Dr. Gale’ sopinion that Warner-Lambert’ s conduct with respect to clinical trial data
potentialy constituted “negligence” or “something more serious™’ is excluded for the additional
reason that it impermissibly embraces alegal conclusion.® Such testimony “usurp[s] . . . therole
of thetrial judgeininstructing thejury asto the gpplicable law [and] the role of thejury in applying
that law to the facts before it.”*°

Accordingly, plaintiffsareprecluded from offering expert opinion evidence, including

that cited in the margin, of the alleged motive, intent or state of mind of defendants or others.

IV.  Testimony about FDA Procedures and Regulations and Disclosure of Facts to the FDA
Most of plaintiffs’ challenged witnesses have given opinions on FDA procedures,

regulaions, and standards as well as statements that Warner-Lambert failed adequately to disclose

46

In Re Diet Drugs, No. MDL 1203, 2000 WL 876900, at *9 (E. D. Pa. June 20, 2000). See
also In Re Diet Drugs, No. MDL 1203, 2001 WL 454586, * 2 (E.D. Pa. Feb. 1, 2001)
(excluding testimony of expert regarding “what the corporate intent of [defendant] and/or
what beliefs of FDA officials were on matters upon which they spoke or acted.”)

47
Gale Report 1 64.

48

See, e.g. United States v. Scop, 846 F. 2d 135, 139-30, modified, 856 F. 2d 5 (2d. Cir. 1988)
(reversed conviction based on improper expert testimony where witness tracked exact
language of securities statutes and regul ations which the defendant had allegedly violated
and used judicially defined terms such as"manipulation,” "scheme to defraud” and "fraud”
in opining on the defendant's conduct).

49

United States v. Lumpkin, 192 F.3d at 289.
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facts about Rezulin to the FDA.®° The Court notes

50

Dr. Avorn testified that the FDA would have delayed the approval of Rezulinif it had been
aware of the potential for, or posshbility of, severe hepatotoxocity. Avorn Dep. 311. His
report commented that “[i]lt further indicates that the manufacturer was in possesson of
important information on hepatotoxicity that it did not reveal in a complete and timely
manner to the Food and Drug Administration or to prescribing physicians.” Avorn Report
1

Dr. Bell’ sreport offers extensive commentary on FDA labeling regul ations and criti cisms
of Warner-Lambert’ s adherenceto those regul ationswith respect to the Rezulinlabel. The
report isreplete also with comments to the effect that Warner-Lambert misled the FDA by
providing incomplete or erroneous information. Bell Report 1 29-51. For example, it
states that “[f]ollowing the submission of a‘4-month Safety Update’ on May 23, 1998,
containing erroneous and misleading information with respect to liver toxicity seen in the
clinical trials, the FDA approved the Supplemental New Drug Applications for first-line
monotherapy and for combination use with sulfonylureas.” Id. §31. See also id. 4934, 37,
41, 45.

Dr. Bonkovsky expressed the view that, “My impression, from reading the L.A. Times
article, is that Warner-Lambert was not entirely forthcoming in reporting the possible
hepatotoxicity of Rezulin.” Bell Dep. 95. “And I'll bet the FDA, in retrospect, wishesthey
never approved it.” Id. 73.

Dr. Furberg’s report and deposition expressed the view that Warner-Lambert submitted
erroneous and incompl ete safety reports to the FDA and to the FDA Advisory Committee
and that this allegedly inadequate disclosure “ had consequences for the drug’s approval.”
Furberg Report 1 35, 39; Furberg Dep. 95. Dr. Furberg stated also that “[t]he Company
failed to comply with the established FDA guideline for reporting Efficacy and Safety
Summary Data and with many of thefundamental principlesthat form the basisfor medical
research. It deceivedinvestigators, health careproviders, study subjectsandregular patients
regarding the unacceptable risks of serious liver function abnormalities and damages.”
FurbergReport 146. Inaddition, he commented on what he called “ noteworthy” deposition
testimony of Dr. Mishin to the effect that the FDA would not have approved Rezulin
monotherapy had it been aware of the true rate of liver injury from the clinical trials.
Furberg Rep. 1 39.

Dr. Gale offered opinions touching on regulatory matters including comments on FDA
requirementsfor drug studies and aspects of the FDA’ sapproval processfor Rezulin, such
as whether Rezulinwas placed on a“fast track” approval, or noting that the transcript of a
Rezulin Advisory Committee meetingincluded acomment about liver safety. Gale Rep. 1
34-36, 56, 57.

Dr. Julie opined that Rezulin probably would not have been “fast-tracked” or approved for
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also that all of these challenged opinions to varying degrees recite facts, or agree with opinions,
stated in the deposition of Dr. Mishin,* including his view that the FDA would not have approved
Rezulin monotherapy had it been aware of certain liver injury data from the clinical trids.>
Warner-Lambert seeks to preclude these opinions on the grounds that they are (1)
speculative and unreliable because none of the witnesses has expertise in FDA procedures and
regulaions, and (2) fraud-on-the-FDA evidencewhich, it claims,isinadmissibleunder Buckman Co.
v. Plaintiffs’ Legal Committee.” Plaintiffs rejoin that regulatory expertiseis unnecessary because
the proffered testimony -- as recharacterized by them -- does not speak to regulatory standards, but
merely establishes that Warner-Lambert’s disclosures of clinical tria data to the FDA were
inadequate and mideading. Plaintiffs claim also that FDA regulations are “ minimum” standards.

Plaintiffs oppose defendants Buckman argument as an unwarranted extenson of that precedent.

first-line therapy had Warner-Lambert presented information to the FDA in a different
format. Julie Dep. (7/29/02) 28-30.

Dr. Kronmal discussed FDA standardsfor the presentation of clinical dataand the duties of
a pharmaceutical company under those procedures, also offering his view that FDA
standards are “minimal.” Kronmal Report 11 23-25.

51

Dr. Mishin was an FDA medical officer who participated personaly in the review and
approval of the Rezulin NDA. Heisthe only witness that the FDA has made available for
adeposition in this case.

52
See, e.g., Mishin (12/21/02) Dep. 124-195, 223-224. The references to Dr. Mishin's
testimony are explicitly highlighted in plaintiffs’ opposition papers. See, e.g., Pl. Opp. 47,
53 (Drs. Furberg and Julie). Approving references to Dr. Mishin appear throughout the
experts' deposition transcripts.

53

531 U.S. 341 (2001) (state fraud-on-the-FDA clams pre-empted by federal law).
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A. Reliability.
Despitethe plaintiffs' claimto the contrary, portions of the challenged testimony do
unequivocally discuss, and eval uate Warner-Lambert’ sconduct against, FDA standards.> Plaintiffs
do not dispute that extensive regulations govern the form and content of clinical data submissions

to the FDA® or that the experts here in question disavow any expertise on the subject.® The

54

Dr. Bell, for instance, said regarding an FDA regulation that “[i]t is my understanding that
proof of causation of these events need not be established in order for a company to add a
warning to physicians.” Bell Report  45. Dr. Bell clearly asserted dso that Warner-
Lambert did not comply with FDA reporting guidelines. Id. 1 46. For other examples of
opinions that obviously touch on FDA regulations, see note 49.

55

See, e.g., 21 C.F.R. 8§ 312.47.

56

Dr. Avorn is unfamiliar with the FDA-required format for submission of liver datain the
Rezulin NDA. Avorn Dep. 142.

Dr. Bell admitted heis*“not an expert in U.S. regulatory affairs’ and that he did not intend
to give expert opinions on the subject. Bell Dep. 22. Despite hisdisavowal, Dr. Bell did
opine on FDA regulations (see Bell Report 11 29-51), but admitted that his views on the
subject are “personal,” rather than “scientific,” opinions. Bell. Dep. 97.

Dr. Bonkovsky conceded that he was not “knowledgeable” or an “expert” in the FDA
regulaory process. Bonkovsky Dep. (4/13/01) 129-30. Thismay account for why some of
his opinions were based on an “impression” or a*“bet.” See note 50.

Dr. Gale said that he did not intend to give regulatory testimony and admitted that “the
design of studiesfor the regulatory process’ is*beyond [his] area of expertise.” Gale Dep.
152. He admitted also that he lacks expertise on “the details and the minutiae of FDA
procedures, what constitutes fast track, accelerated or whatever approvals are details on
which | would not care to express a detailed opinion.” Id. at 186.

Plaintiffs have offered no pertinent evidence that Drs. Furberg and Julie are qualified to
opine on regulatory matters.

Dr. Kronmal admitted that he knows nothing about FDA regulations governing the content
and format of NDA submissions— the subject of his opinions. Kronmal Dep. 16, 20, 55,
96, 100. Also, dthough not dispodtive, plaintiffs' counsel himself stated during Dr.
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proffered opinions on FDA standards and regul ations therefore are inherently unreliable. Further,
thereisno foundation for the view that FDA regulationsare“minimal standards,” for the witnesses
cannot characterize — as “minimal” or otherwise — regulations that they do not know or
understand in the first place. Plaintiffs experts are unqualified dso to testify about the facts of
Warner-Lambert’s disclosures to the FDA because they lack first-hand knowledge.>’
Accordingly, plaintiffs experts tha are subject to this aspect of the motion — Drs.
Avorn, Bell, Bonkovsky, Gale, Furberg, Julie and Kronmal — are not qualified to render opinions
describing or interpreting FDA regul ations, or commenting on Warner-Lambert’ sadherenceto those

regulations.

B. Helpfulness under Rule 702.
Totheextent that the challenged testimony rel ates, asplaintiffscontend, to thefactual

accuracy of Warner-Lambert’s clinica data submissions to the FDA, it constitutes lay matter that

Kronmal’s deposition that heis “not an FDA expert.” Id. at 104.

57

For example, Dr. Kronmal’s deposition isreplete with admissions that he lacks first-hand
knowledgeof thefactsunderlying defendants’ presentation of NDA data. See Kronmal Dep.
61-62, 98, 103-04, 178. Other witnesses gave similar testimony. None, therefore, may
opine about the facts or adequacy of the defendants’ presentation of Rezulin clinicd data
tothe FDA or, aswith Dr. Bonkovsky, regarding the factual accuracy of information in the
Rezulin label.

Plaintiffs’ reliance on Diet Drugs isinapposite. There, the court allowed the testimony of
aformer FDA medical officer onthe factual discrepancies between what was known to the
defendant drug company and the contents of the druglabeling because hewas “undoubtedly
qualified to do so in light of his experience as an FDA officer.” See In Re Diet Drugs, 2000
WL 876900, at * 18. (emphasis added). Noneof the proposed expert witnesses in this case
has the same, or analogous, qualifications.
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thefact-finder can understand without the assi stance of experts, regardless of much experiencethese
witnesses have with clinical trials® Dr. Avorn’s testimony illustrates the point. His view that
Warner-Lambert failed to discloseinformation to the FDA boils down to acontention that Warner-
Lambert “buried” certain lab resultsin an Appendix to the Rezulin NDA.>® This opinion does not
implicate Dr. Avorn’s expertise in pharmacoepidemiology. Itisasimpleinference drawn from his
review of two documents — the primary Rezulin NDA and its Appendix — which, if admissible,
plaintiffs counsel may present directly to the fact-finder while arguing his or her view as to their
significance. Expert testimony interpreting Warner-Lambert’ s conduct in disclosinginformation to

the FDA therefore will not assist the fact-finder in these cases.

C. Federal Rule of Evidence 403.

Numerous portions of the opinions offered by these experts merely recite facts, or
endorseopinions, expressed in the deposition of Dr. Mishin. Assuming that Dr. Mishin’ stestimony
is ruled admissible at trial, the challenged opinions are excluded under Rules 702 and 403, as
cumulative and certain to waste time.®® Plaintiffs argument that references to Dr. Mishbin's

testimony servemerely asa“factual basis’ for their experts' opinionsignoresthefact tha plaintiffs

58

See Andrews, 882 F.2d at 708.
59

Avorn Dep. 51-55, 142-46.
60

The Court expresses no view on the admissibility of Dr. Mishin’s testimony because the
issueisnot before the Court.
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experts also repeat Dr. Mishin's opinions. Accordingly, the proposed testimony about FDA

proceduresand regul ations and disclosure of facts by Warner-Lambert to the FDA isinadmissible.®

D. Dr. Tolman’s Testimony.

Dr. Tolman’s report largely to the effect that Warner-Lambert allegedly failed to
provide the FDA with all necessary information regarding the risk of liver injury and that the FDA
would not have approved Rezulin had it received different information. Defendants object to all of
Dr. Tolman’ s proposed testimony on the ground that he arrived at these conclusions before having
supporting data.®

Dispositive hereisDr. Tolman’sadmissionthat he. . . wrote alot of the declaration
without having the raw information in hand under the assumption that it would be provided to me,
so it was sort of coming in around that time, but | wasn't able to reference it when | wrote the
declaration . . .”®® Courts applying the principles outlined in Daubert have held that an expert may

not reach hisconclusion first and do theresearch later. Because Dr. Tolmanwrote hisreport before

61

As the challenged testimony is excluded on the foregoing grounds, the Court does not
addressthe defendants argument for exclusion under Buckman.

62

To the extent that Dr. Tolman’ s testimony relates to disclosures to the FDA or speculation
as to what FDA might have done in hypothetical circumstances, it is excluded for the
reasons earlier cited with respect to similar testimony of other experts.

63
Tolman Dep. 202-03.

64

See Wills v. Amerada Hess Corp., No. 98 Civ. 7126, 2002 U.S. Dist. Lexis 1546 at *29
(S.D.N.Y. Jan. 31,2002); see also Claar v. Burlington N. R.R. Co., 29 F.3d 499, 502-03 (9th
Cir. 1994) (“Comingto afirm conclusion first and then doing research to support it isthe
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having the supporting data, his opinions are not “based upon sufficient facts or data’ and do not
proceed from “reliable principlesand methods,” asrequired by Rule 702.%° Accordingly, all of Mr.

Tolman’ stestimony is excluded.

V. History of Rezulin.

Plaintiffs’ expert Dr. Gale proposes to testify to a narrative reciting selected
regulatory events concerning Rezulin, including Advisory Committee meetings, labeling changes,
“Dear Doctor” |etters, and approval and withdrawal decisionsby regulatorsin the United Statesand
abroad.®® Warner-L ambert characterizes the proposed testimony as “ nothing more than a repetition
of thefactual allegationsinplaintiffs complaint” combinedwith commentsamountingtoDr. Gale's
“spin” onthefacts.®” Preclusion issought on the groundsthat the testimony (1) is not “knowledge”
because it relates to factual matter that does not implicate Dr. Gale's expertise or first-hand
experience, (2) proceeds from a biased and unreiable methodology, and (3) would invade the
provinceof thejury by presenting anarrativethat advocatesplaintiffs version of thefacts. Plaintiffs

rejoin that Dr. Gale's narrative merely forms the basis for his opinions and helps to explain his

antithesis of the [scientific] method.”).
65

Fep. R. Ev. 702(1)-(2).

66

See Gale Report 1155-72, 82-84. See also Gale Dep. 186-7.

67

Plaintiffs essentially concede that there is nothing technical or scientific about Dr. Gale's
narrative, which they say “is relevant to the testimony of most witnesses, both lay and
expert, who will betestifying.” H. Opp. 24.
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reasoning to the jury, which entitles him to rely on facts of which he lacks persona knowledge.

Dr. Gale's “history of Rezulin” is merely a“narrative of the case which ajuror is
equally capable of constructing.”® In Dr. Gale' sown words, the purpose of thistestimony issimply
to “provid[€] an historical commentary of what happened”® which, inhisview, is “important to try
and define the staging process’ — aterm evidently meaning “background.”” Such material, to the
extentitisadmissible, isproperly presented through perci pient witnessesand documentary evidence.
An expert is not required, for example, to comment that the transcript of the December 11, 1996
Advisory Committee “noted” inresponseto certain animal data, that “ at least in ratswe havereason
to be concerned about what might happen ultimately in liver, a target tissue.””*  Likewise, the
glossesthat Dr. Galeinterpolatesinto hisnarrativeare simpleinferences drawn from uncomplicated
facts that serve only to buttress plaintiffs’ theory of the case. As plaintiffs’ Rezulin “historian,”
therefore, Dr. Gale “does no more than counsel for plaintiff will do in argument, i.e., propound a
particular interpretation of [defendant]’ s conduct.””? Accordingly, Dr. Gal€' stestimony relating to

the “history of Rezulin” isinadmissible.

68
Taylor, 1997 WL 154010, at * 2.
69
Gale Dep. 187.
70
1d.
71
Gale Rep. 1 56.
72

LinkCo, Inc., 2002 WL 158551, at *2.; accord GST, 192 F.R.D. at 111 (“the Court should
not shift to [expert] witnesses the responsbility to give conclusory opinions and
characterizations of the business conduct portrayed.”)
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VL Foreign Regulatory Experience

Plaintiffs put forth Drs. Avorn, Bonkovsky, Day, Furberg, Gale, and Julie as expert

witnessesregarding the actions of foreign regul ators and Glaxo-Wellcomewith respect to Rezulin.”

73

Dr. Avorn commented in his report that “[€]vidence of Rezulin-induced liver damage was
substantial enough for the company that marketed it in the United Kingdom, Glaxo-
Wellcome, to make a decision to withdraw it from use in that country in November 1997
because of the rapidincrease observedin instances of severeliver diseasein patientstaking
the drug, and that company’s concern that it might not be possibl e either to identify such at-
risk patients in advance, or to reverse the progression of fulminant hepatic necrosis onceit
had begun. Glaxo-Wellcome and Sankyo Pharmawithdrew applicationsto market the drug
in 28 countries in November and December 1997, including most of Europe. In October
1998 the Australian regulatory body, the Australian Drug Evaluation Committee, refused
to approve Rezulin for usein that country because of concerns about its safety and whether
it could possibly be monitored in away that could prevent fatal hepatic events. A similar
position was taken by the comparable review body in New Zealand two monthslater. The
guestion was al so reassessed by the UK Medicines Control Agency in 1998, and in March
1999 the M CA ruled that theavailable worldwideevidenceindicated that thedrug could not
be used safely.” Avorn Report 3. Dr. Avorn expressed the same opinionsin hisdeposition.
Avorn Dep. 158-63.

Dr. Bonkovsky opined that “[e]arly reportsof hepatotoxicity in the United States and Japan
led the United Kingdom' s Medicines Control Agency to concludethe ‘risk’ of liver disease
from troglitazone greatly outweighed any therapeutic ‘ benefit’ from the drug. Introduced
to the UK’s marketplace in October of 1997, the drug was ‘voluntarily’ removed in
December of 1997.” Bonkovsky Report 8. His report states also that “[i]t isinteresting
to notethat on October 28, 1997 the United Kingdom M edicine’ s Control Agency proposed
product warnings that Rezulin (troglitazone) ‘is contraindicated in patients with severe
hepatic impairment.’” Id. at 1 27.

Dr. Day discussed the decision of the United Kingdom' sversion of theFDA, the Medicines
Control Agency (MCA) to remove troglitazone from the market. “Early reports of
hepatotoxicity inthe United States and Japan led the United Kingdom’ sversion of the FDA,
the Medicines Control Agency (MCA), to decide that the ‘risk’ of liver disease from
troglitazone greatly outweighed any therapeutic ‘benefit’ from the drug. After being
introduced to the UK’ s marketplacein October of 1997 the drug was ‘ voluntarily’ removed
from the marketplace in December of 1997, a mere 8 weeks or so after its introduction.
Subsequent reports and analyses, in my opinion, confirm the validity of this decision to
immediately remove troglitazone from te UK marketplace.” Day Report § 36.

Dr. Furberg commented that “[t]he documented rates of liver toxicity led to disapproval of
Rezulin by the regulatory agencies in many countries and withdrawal of Rezulin fromthe
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Defendants seek to preclude dl evidence, expert or otherwise, on the subject of
foreign regulaory actions on the ground that it is irrelevant as a matter of law in a United States
product liability litigation governed by United Stateslaw. They argue also that, even assuming that
theevidenceisrelevant, itisonly marginally so and that its potential for undue prejudice, confusion
and waste of time warrants exclusion under Rule 403. With respect to some of the witnesses,
including Dr. Avorn, defendants object also on the grounds of qualifications. Plaintiffsrejoin that

the testimony is relevant to various issues. They do not address the Rule 403 question.

market in the UK in December of 1997.” Furberg Report §30. Later, Dr. Furberg stated,
“Therewas no reference madeto ... the fact that regulatory agencies in other countries had
withdrawn Rezulin from the market dueto seriousliver damage ...” Id. at 38(C). Hesaid
also that “[t]he company’s attitude and practice is in stark contrast to the emphasis on
patient safety exemplified in Glaxo-Wellcome's deliberations in deciding to withdraw
Rezulin from the United Kingdom market in December of 1997.” Id. at 143. Dr. Furberg
testified about these same foreign regulatory actions at his deposition. Furberg Dep. 196,
207-20.

Dr. Galeextensively discussed the history of Rezulin bath in the United States and abroad.
GaleReport 1155-72. He commented al so about foreign regul atory experience stating: “It
is extraordinary that, confronted with the identical safety concerns, Glaxo-Wellcome and
its American counterparts should have drawn opposite conclusions concerning the
advisability of keepingthe drug onthe market. It seems clear that Glaxo-Wellcome put the
safety of patients before all other considerations, and that others involved did not.” Id. at
83.

Defendants object also to the opinion at paragraph 56 in Dr. Gal€'s report, which they
characteri ze as stating that Rezulin reached concentrationswithinrat livers 30 times greater
than those in the plasma. Infact, that opinion consistsmerely of Dr. Gale quoting an FDA
advisory committee panel that noted that “at least in rats we have reason to be concerned
about what might happen ultimately in liver, a target tissue.” Id. a  56. Dr. Gale's
statement regarding animal studieswasmadein thecontext of hisal ready-excluded “history
of Rezulin” and therefore isinadmissible.

Dr. Julie opined that “[t]o the extent that there were unknowns, the company should have
provided that information to physicians much the same as Glaxo did when it withdrew
troglitazone from the UK in 1997.” Julie Report 1 16. Hetestified as to the Australian
experience with troglitazone at his deposition aswell. Julie Dep. (11/22/02) 116-22.
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A. Relevance and Rule 403.

The Court findsno legal basisupon which now to rule, asurged by Warner-Lambert,
that testimony regarding foreign regul atory actionsisirrelevant asamatter of law in aUnited States
products liability case governed by American law. The authorities cited by the defendants do not
stand for this broad proposition, but rather reflect decisons by various courts to exercise their
discretion, in particular cases, to admit or excludetestimony on foreign standards or practices. Any
ruling as to the relevancy of otherwise admissible evidence concerning foreign regulatory actions

therefore would be premature.

B. Rule 702.

Assuming that evidence concerning foreign regulatory actions is relevant and
admissible over Rule 403 objections, plaintiffs’ experts are not the appropriate vehicles for its
introduction. The subject of thetestimony islay matter, similar in nature to Dr. Gale' s “history of
Rezulin.” Asreview of thewitnesses reportsand depositions makesclear, the challenged testimony
focuses on a set of non-technical factual allegations — specifically, the actions taken or not taken
by foreign regulators or Glaxo-Wellcome with respect to Rezulin — that plaintiffs would use as

springboards for arguments about Warner-Lambert’s conduct in the United States.” None of it

74

Theeventsto whichthewitnesses consistently refer are Glaxo Wellcome' salleged decision
to withdraw Rezulin applicationsin several countriesin late 1997, the alleged decisions of
the Australian and New Zealand regulatory agencies not to approve Rezulin, and various
aleged actions taken by the British Medicine Control Agency with respect to TGZ.
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qualifies as “scientific, technical or other specialized knowledge.”” Accordingly, the proposed

testimony of these witnesses is excluded under Rule 702.

VII.  Warner-Lambert’s Alleged Suppression of Research
- One of the variations on the plaintiffs theme that Warner-Lambert conceaed
information about the alleged toxicity of Rezulin is that the defendants allegedly suppressed the
resultsof in-house scientific studies. Evidently, plaintiffs havedesignated Dr. Smith to deliver this
argument at trid.

Dr. Smith’s report conduded tha “it is . . . apparent that Parke-Davis/Warner-
L ambert management interfered dramatically with the scientific freedom of the above scientists.”

He accused Warner-Lambert/Parke-Davis also of “suppressing scientific inquiry for the stated

purpose of downplaying the hepatotoxic effects of TGZ in the published literature.” "

75

Plaintiffs argue that Dr. Gale should be allowed to testify as a percipient witness because
he was a member of the advisory panel that advised the British Medicines Control Agency
(“MCA”) on the risks and benefits of Rezulin and other TZDs, like Actosand Avandiain
1988, when Glaxo-Wellcome applied for the MCA'’ s permission to reintroduce Rezulin on
the British market. Dr. Gal€' s testimony, however, makes clear that his involvement was
limited to submitting written material to the MCA, and his memory of the events, or even
of theadvicehe gave, istenuous. Gale Dep. 202-05. Moreover, dlowingan expert like Dr.
Galeto double as a percipient withess would raise a host of concerns under Rules 702 and
403. See United States v. Dukagjini, 326 F.3d 45, 53-56 (2d Cir. 2003) (factual testimony
of witness offered in dual role of case agent and expert likely to “attain[] unmerited
credibility,” bolster testimony of government fact-witnesses, and “ stray from scope of ...
expertise.”)
76
Smith Report 741.

7

1d.



32

Theseopinionsare based on Dr. Smith’ sreview of “in-house documents, memosand
emails’ — all materia produced by the defendants in this case.”® For example, he asserts that
defendants in 1999 “atempted to block or slow down their own scientists” by “restrict[ing] ther
access to key databases on computers.”” The sole bases for this assertion are statements of
defendants’ in-house scientists that are reproduced in an interna email tha purports to discuss
changes in employee access to computer servers. All of his proposed testimony relating to the
charges of alleged “ science-suppression” follows this format. Plaintiffs thus propose to use Dr.
Smith to argue, based on other non-technical evidence, from the witness stand. The proposed
testimony pertainsto “lay matterswhich ajury is capabl e of understanding and deciding without the
expert’shelp.”® It is no more than “arguments and conclusory statements about questions of fact
masquerading behind a veneer of technical language.”®*

Itisfor counsel to make the arguments about the significance of Warner-Lambert’s
conduct or omissions with respect to itsresearchersand not for an expert to testify asto whether the
company did or did not do something. Furthermore, Dr. Smith’s statements as to the intent or

motivesthat underlay that same— asyet undetermined — conduct are improper “musings asto the

78
Id. at 1 41-45.
79
Id. 143.
80
Andrews, 882 F.2d at 708.
81

LinkCo, Inc. v. Fujitsu Ltd., 2002 WL 1585551, at * 1.
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defendants’ motivations.”®* Finally, an expert who, like Dr. Smith, lacks personal knowledge may
“only testify about theunderlying factsif he[is] actually bringing to bear his scientific expertise.”
Dr. Smith has no first-hand knowledge of the circumstances underlying his charge of data-
suppression but brings no scientific or other technicd expertiseto bear on his testimony.
Accordingly, all of Dr. Smith’s testimony concerning Warner-Lambert’s alleged
interference with the independence of itsin-house scientists or its alleged suppression of scientific

research isinadmissible.

VIIl.  Warner-Lambert’s Alleged Failure Adequately to Protect Patients who Participated in the
Rezulin Clinical Trials.

Twoof plaintiffs proposed experts, Drs. Kronmal and Furberg, haverendered reports
expressing the view that Warner-Lambert failed adequately to protect patientsin clinical trials of
Rezulin.® Thistestimony isnot relevant under Rules 401 and 702 because no plaintiff inthisMDL
has been identified as a participant in a Rezulin clinical trial. The proposed testimony, even if

otherwise admissible, therefore would not “assst thetrier” to determine afact in issue, asrequired
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See Taylor v. Evans, 1997 WL 154010, at *2. See also generally Section Il supra.
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Pretter v. Metro N. Commuter R.R. Co., No. 00 Civ. 4366, 2002 WL 31163876, (S.D.N.Y.
Sept. 30, 2002), at *2.
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Kronmal Report i 12-22, 37(a); Furberg Report 11 34, 42.



by Rule 702. Accordingly, it isinadmissible.?

X What Other Physicians Understood About Rezulin and its Benefits-Risks.

Two of the plaintiffs' proposed experts, Drs. Gale and Bell, have rendered reports
and/or testified in depositions regarding unidentified physicians' understandings of different
occurrences, as well as their understanding of the risks and benefits of Rezulin.

Dr. Gale commented repeatedly in his deposition about physicians understandings
of various medications, stating that the significance of anew medication comparing favorably to a
placebo “isnot alwaysunderstood” by physicians.®* He opined alsothat physiciansdo not generally
examine a package insert for safety information about a medication, stating that “[t]heinsertis—in
fact, many physicians, to be quite honest, don’t seetheinserts, because theinsert is something that’s
only availableto the patients, as the doctors do not open the package and take out the insert and read
it.”8 He later expressed the view that “[n]ow, a physician reading a statement saying ‘reversible

jaundice' thinks thisis a harmless condition, self-limiting.”®
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Dr. Furberg opined that Warner-Lambert’s alleged disregard for the safety of participants
in the clinical trials violated the guidelines of the International Conference on
Harmonization, the Helsinki Declaration of 1964, and other clinical trial guiddines. Dr.
Furberg's testimony is not relevant to this litigation for the reasons cited regarding Dr.
Kronmal’ s testimony on the same subject. Accordingly, it too isinadmissible.
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Gale Dep. 154.
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Id. at 225.
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1d. at 252.
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Dr. Bdll, too, testified about what other physicians understood about the risks and

benefits of Rezulin.* He further expressed his view on what was known to the endocrinology

community: “ This tremendously high mortality rate associated with drug-induced liver disease was

not well known and not well appreciated in the endocrinology community.”*

Defendants seek to preclude the above-cited testimony on thegroundsthat Drs. Gale

and Bell are not qualified to opine as to what doctors in general think. Plaintiffs concede that

89
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Bell Report 1125-26. Dr. Bell stated, “ The need to treat diabetes for thelong term, the fact
that the complications of diabetes occur only after years of inadequate control and the
availability of other agents (with the ability to accomplish glycemic control of Hb Alc)
influences the amount of acceptable risk that endocrinologists and otherstreating diabetes
should accept when prescribing new therapies. | have anal ogized the problem on asimple
1to 10 ranking scale. If disease and the immediate need for medicines fall on a spectrum
from 1to 10, an invariably fatal disease, like untreated lung cancer isa ‘10" and if agiven
drug cured this condition, arisk of death dueto a serious adverse side effect would bevery
tolerable. On the other hand, if acneisa‘'l’ and a given drug caused even one death or
serious side effect, that is too much risk, that most people and physicians would not
tolerate.” Id. at | 25.

Dr. Bell opined also that, “I would consider diabetesto bea‘4’, or if associated with heart
disease, a‘6’. Given that diabetes can be successfully treated with diet and exercise, the
availability of several proven therapies to lower Hb Alc, and the fact that diabetes is a
chronic condition whose effects are measured in years, if not decades, the need for a new
medication which can lower Hb Alc but that comes with a side effect profile including
death and acute fulminateliver failureisnot acceptable. Thisisparticularly trueinthecase
of Rezulin wherethe onset of adverseevent usually occurred in thefirst 4to 12 months of
therapy but the benefits of lower Hb Alc would not take effect until after several years of
therapy.” Id. at  26.

Bell Report 1 47.

Dr. Bell devised also a 1-t0-10 scale for risk that most physcians would tolerate when
prescribing a new therapy, a scale that lacks sufficient scientific methodology to be
considered expert testimony. Dr. Bell further stated that he had conferred with fifteen or so
colleagues regarding that 1-to-10 scale, conceding that thiswas obvioudy not a*“ scientific
methodological approach.” Bell Dep. 245-47. Such conjecture, and apersonal scale of risk
assessment, do not rise to the level of “knowledge” required by Rule 702.
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opinions as to what “doctors in general think” would be inadmissible, but argue that the opinions
chalenged by the defendants do not fall into this category but rather pertain to the realm of
permissible “completeness and accuracy” testimony. The parties positions reflect a distinction
drawn made by the Diet Drugs court.™

The challenged opinions self-evidently discuss the practices of physicians as to
reading labels or package inserts and their understandings of the contents of the Rezulin label.
Accordingly, these opinions are excluded under Rule 702 as specul aive testimony.® Pursuant to
the defendants  concession, and subject to relevance rulings to be made by the trial courts, these
witnesses are not precluded from offering otherwise admissible testimony asto the accuracy of the

Rezulin label %

X Decisions Made by Prescribing Physicians.
Plaintiffs proposetointroduce anal ogoustestimony through Dr. Furberg, tothe effect

that physicians would not have prescribed Rezulin if they had been provided with more complete
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In Re Diet Drugs, 2000 WL 876900 at *11-12 (E.D. Pa. June 20, 2000) (holding that the
court “can easily preclude, from a Daubert viewpoint, the rendering of opinions by either
of these witnesses as to . . . what doctors in genera think, because the witnesses are
qualified for that,” but that two particular experts were “fully qualified to opine on the
medical facts and science regarding the risks and benefits of the [drugs] in question and to
comparethat knowledge with what was provided in the text of 1abeling and warnings on the
[drugs] in question.”)
92
Id. at *12.

93

Defendants allow, for instance, that Dr. Gale may testify about the medical definition of
“reversible jaundice.”
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informati on about Rezulin. “By misleading clinicians about the magnitude and seriousness of the
liver problem, alarge number of patients ended up taking Rezulin instead of safer, more effective
and cheaper treatment alternatives. By withholdingimportant safety information about Rezulinfrom
providers, the Company aso undermined the physician-patient relationship.”

Defendants seek to preclude this testimony on the grounds that (1) it is speculative
because Dr. Furberg lacks expertise in treating diabetics or making risk-benefit assessments for
drugs, ® and (2) it improperly second-guessesthe FDA'’ s decisons asto the adequacy of the Rezulin
label. Plaintiffsattempt to re-characterize Dr. Furberg’ s opinions as articul ating generd principles
that physicians require accurate information on labels to make informed decisions and that
prescriptions tend to decline when drug labels report adverse events in increasing numbers or
frequency. Any physician, plaintiffsargue, isqualified sotoopine, soitisirrelevant that Dr. Furberg
lacks expertise in diabetology or risk-benefit assessment.

The clear import of Dr. Furberg's opinions is that physicians would not have
prescribed Rezulinif Warner-Lambert had provided different information to physicians. Testimony
similar to Dr. Furberg' s was excluded as speculative in Diet Drugs. The court there excluded an

expert opinion “asto whether [defendants' 5] failure to report certain information to the FDA led to

94
Furberg Report 1 44.
95

Dr. Furberg admitted that the treatment of diabetics and the evaluation of a drug's risk-
benefit ratio is “not my field,” Furberg Dep. 63, and admitted that he has no more than a
“general sense” asto what drugswere availabletotreat Typel diabetes when Rezulin was
approved. Id. at 62.
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more suffering and deaths of patients.”* It held that the expert was “not qualified to opine on what
decisionswould have been made by the numerous physicians who prescribed diet drugs had they
been provided with different labeling information. Unlike opining about what physiciansin general
expect to see on alabel, his surmising asto what physicians would do with different informationis
purely speculative and not based on scientific knowledge.”®” Similarly speculativeisDr. Furberg's
testimony as to whether physicians would have prescribed Rezulin if different information about

Rezulin had been available. Accordingly, histestimony on this subject isinadmissible.

XI.  Duty to Warn Patients

Dr. Furberg's report included aso statements regarding a company’ s duty to warn
patients. Dr. Furberg first opined that “[s]tudy subjects and regular patients also have theright to
be fully informed by drug manufacturers about the drugs being tested or prescribed. To determine
whether a treatment selection is acceptable, they need to be aware of all known favorable and
unfavorable drug actions.”®® In paragraph 45(a) of his report he asserted that by dlegedly
withholding information Warner-Lambert violated “ three basic patient rightsissues.” By violating

thesealleged “threebasic patient rights,” Warner-Lambert supposedly violated three corresponding
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In Re Diet Drugs, 2001 WL 454686, at * 18.
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1d.
98

Furberg Report § 16 (emphasisin original).
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“duties” of (1) full disclosure, (2) not harming others and (3) “distributional justice.”*

Warner-Lambert asserts that Dr. Furberg is offering personal opinions that run
contrary to controlling law — asembodied in FDA regul ationsand thelearned intermediary doctrine
— insofar as they hold that pharmaceutical companies should provide accurate information to
patientsrather than physicians. Warner-Lambert argues also that Dr. Furberg’ s opinionsinvadethe
province of judge and jury insofar as they purport to articulate legal standards and then judge
Warner-Lambert’s conduct under those standards.

Plaintiffsresist the defendants’ characterization of Dr. Furberg’ sopinions, asserting
that they concern the “standard of conduct within the medica community” rather than the duties of
the pharmaceutical companiesto patients, and so do not invade the provinceof judgeor jury. Inthe
alternative, they contend that the opinionsdo not run contrary to controlling law because the learned
intermediary doctrine’® isinapplicable where, as here, Rezulin was marketed directly to consumers.

Dr. Furberg’'s opinions concerning the rights of patients or the duties of
pharmaceutical companies are not appropriate expert testimony because they embrace ultimate
guestions of law outside the province of an expert. Asthe Second Circuit held in United States v.
Bilzerian, expert testimony must be circumscribed carefully to ensurethat “ the expert does not usurp

either therole of thetria judgeininstructing thejury asto the applicable law and therole of thejury
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Thethreebasic “rights’ dlegedly are: (1) theright to “ self-determination” (anotion akin to
informed consent); (2) the right not to be harmed by others (derived from the so-called
“principle of non-maleficence”); and (3) the right to not to pay a certain price for a drug
when an equally effective, but cheaper, one was available (ostensibly an aspect of the
concept of “distributional justice”). Furberg Report 1 45.
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See, e.g., In Re Rezulin Prod. Liab. Litig., 133 F. Supp.2d 272, 281-82 (S.D.N.Y. 2001).
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in applying that law to the facts beforeit.” !

Plaintiffs counter that Dr. Furberg’'s proposed testimony does not invoke duties
“required by law,” but merely setsforth the “ standards of conduct within the medical community.”
The argument iswithout merit. Dr. Furberg s opinions on the “threebasic rights’ of patients are at
best thinly-disguised legal or quasi-legal principles. Thisis particularly evident in the case of the
so-called “principle of self-determination,” which is nothing but a formulation of the doctrine of
informed consent.® Accordingly, Dr. Furberg's testimony on the “basic rights of patients’
communicates alegd standard and so would encroach on the court’ s prerogative to instruct on the
law. Dr. Furberg would fare no better if the Court were to view Dr. Furberg's opinions as
articulating a“medical community standard” rather than alegal one: “testimony encompassing an

ultimatelegal conclusion based upon the facts of the case is not [admissible] and may not be made
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926 F.2d 1285, 1294 (2d Cir. 1991).
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According to Dr. Furberg the “right to sdf-determination requires that a patient be fully
informed about potential benefits and risks so that he/she can make an informed decision
regarding whether or not to take Rezulin. This was impossible since all relevant safety
information was not made available by the Company and misleading and incomplete
analysis of the datawas given.” Furberg Report 1 45(a).

In the circumstances, it is semantic sleight-of-hand for plaintiffs to contend that Dr.
Furberg' s opinion about “basic rights’ is not alegal standard because the witness does not
use theword “legal standards.” (Pl. Opp. 42-43)

Another of Dr. Furberg's principles is a hybrid of the Hippocratic Oath and the Sixth
Commandment: “the principle of non-maleficence signifies that no one should cause harm
to others.” Id. The Court would no more alow Dr. Furberg to testify here as to the
“principle of non-maleficience” than it would permit a priest to tegify about the Sixth
Commandment under the guise of giving evidence of pharmaceutical industry standards.
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so simply because it is presented in terms of industry practice.”™®

Accordingly, testimony regarding patients' rights or a duty to warn patients is

inadmissible.

XIl.  Rezulin’s Efficacy and its Risk-Benefit Ratio.
Several of plaintiffs’ expertsproposetotestify regarding Rezulin’ sefficacy, risk, and
risk-benefit ratio. A précis of the challenged testimony and the Court’s decision regarding each

expert follow.

A. Dr. Bell.

Dr. Bell opined on the subject of drug-induced liver injury, stating: “| am aso
aware of evidence suggesting that a Rezulin reaction is worse in patients with pre-existing liver
dysfunction.”*® He suggested also that Rezulin may causeavariety of liver injuriesother than those
warned about in the label, including cirrhosis.® Defendants argue that Dr. Bell is not qualified to

offer these opinions because he lacks pertinent expertise.'® Plaintiffs do not dispute the point but
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Bilzerian, 846 F.2d at 1295 (emphasis added).
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Bell Report 1 50.
105
Id. at 1 33.
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At hisdeposition Dr. Bell claimed*“ significant knowledge” about drug-induced liver injury
but conceded that he is not an expert on the subject. Bell Dep. 20. He admitted also that
he is not board certified in gastroenterology, the discipline that includes the subspecialty
of hepatology, has never done a fellowship in hepatology, and never published a
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instead deny that the challenged statements are opinions. Rather, they clam, the statements are
“undisputed fact[s]” that form the basis for Dr. Bell’s opinions. What opinions those might be,
plaintiffs do not say.

This aspect of Dr. Bdl’'s proposed testimony plainly consists of opinions —
opinionsthat are hotly contested and go to the heart of thislitigation. Inview of Dr. Bell’ sadmitted

lack of pertinent expertise, the testimony is excluded.

B. Dr. Bonkovsky.

Dr. Bonkovsky testified that heagreed with Dr. Gal€' sopinionthat “thereredly
was never evidence that there was that much more benefit to Rezulin compared with the already
available on-the-market treatment.”*®” Defendants object that Dr. Bell lacksthe expertise to offer
this opinion, citing his admission that he is “not an expert diabetologist or endocrinologist.”*%®
Plaintiffs rejoin tha a physician’ slack of expertise inthe field on which he offers opinions affects
itsweight, not its admissibility.

As a broad proposition both sides are correct. The Second Circuit has taken a
liberal view of the qualification requirements of Rule 702, at |east to the extent that alack of formal

training does not necessarily disqualify an expert from testifying if he or she has equivalent relevant

peer-reviewed article on drug-induced liver injury. Id. at 18-21.
107
Bonkovsky Dep. (9/27/01) 73.

108

Id. at 184.
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practical experience.’® Ontheother hand, Daubert neverthel essrequiresdistrict judgesto determine
whether the experience of aparticul ar witnesswarrants placing that individual’ sview beforethetrier
of fact.

This Court finds Judge Conner’s opinion in Mancuso v. Consolidated Edison'"’
instructive. The court there precluded an internist, who worked primarily as a plaintiffs’ expert in
medical malpracticelitigations, from testifying that PCB caused the plaintiff’ sinjuries. Thefact that
the witness lacked formal training in toxicology or environmental medicine was not dispositive;
rather, the Court found that his only relevant experience — exposure, during hismedical training, to
“many patients [that] had environmental problems” — was insufficient to establish the requisite
specialized knowl edge regarding the effects of PCBs on “living creatures.”**! Likewise, in light of
Dr. Bonkovsky’slack of formal training in diabetology or endocrinology, the mere fact that some of
hisliver patients may have been exposed to Rezulin isinsufficient to suggest that he has specialized
knowl edge on the risks and benefits of Rezulin — adrug tha, as a hepatol ogist, he presumably has

had little occasion to prescribe.*?
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Mancuso v. Consolidated Edison of New York, 967 F. Supp.2d 1437 (S.D.N.Y. 1997)
(noting, on the basis of McCullock v. H.B. Fuller Co., 61 F.3d 1038, 1043 (2d Cir. 1995),
that the Second Circuit “ apparently follows’ the Third Circuit’ sliberal interpretation of the
Rule 702 gualification requirement).

110
Id.

111

Id. at 1043.



C. Dr. Day.

Dr. Day testified that he “strongly disagree[s| with Parke-Davis dday in
‘voluntarily’ removing troglitazone from the US marketplace, which undoubtedly resulted in many
needless cases of hepatotoxicity.”'** Defendants challenge Dr. Day’s qudlifications so to opine.

Dr. Day admitted that heis“not an expert on diabetesinthe U.S.” *'* He conceded
also that a decision whether to keep Rezulin on the market would require an evaluation of the risks
versus the benefits, atask for which heisnot qualified."™ Indeed plaintiffs concede tha “[b]ecause
of Dr. Day's admitted lack of familiarity with Rezulin’s alleged benefits in treating diabetes,
Plaintiffs will not offer testimony from him relating to what the Defendants call the benefit side of
the risk/benefit analysis.”**® But plaintiffs cannot so limit theimpact of Dr. Day’s admissions. If he
isunqualified to evaluate the benefit side of arisk-benefit analysisfor Rezulin then, even assuming
that he were qualified to comment on its risks in isolation (he is, after all, a hepatologist with
experience in researching drug-induced liver disease),""” he cannot testify about Rezulin’s relative
risk, as he would have to do in order to address the risk-befit ratio for Rezulin. Accordingly, Dr.

Day’ s testimony regarding the efficacy or risk-benefit ratio for Rezulin is excluded.
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Day Report 1 36.
114
Day (4/12/01) Dep. 14.
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Day (11/26/02) Dep. 254.
116
Pl. Opp. 61 (emphasis added).
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Day Report 1 8.
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D. Dr. Furberg.

Dr. Furberg admitted that the efficacy datafor Rezulin met FDA standards, under
which a diabetes drug is considered effective if it lowers hemoglobin A1C, a measure of blood
sugar.™® But he proposes to testify that the FDA should “go beyond” this criterion to require that
diabetes drugs should be shown to “reduce macrovascular complications.”*** He admitsthat thisis
his “public health viewpoint” and a personal “gold standard” that is not met by any diabetes drug
currently on the market.*”® Defendants object to this testimony as unreliable speculation. Plaintiffs
essentidly concede the point,** but raise a host of insignificant objections which the Court rejects.
Dr. Furberg’s testimony regarding efficacy standards to which drug manufacturers ideally should

adhereto “isnot an ‘expert’ opinion, but rather apersonal opinion about what standards[he] believes
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Furberg Report 1Y 21, 24; Furberg Dep. 64-65, 78-79.
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Furberg Dep. 69, 73.
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Specifically, Dr. Furberg said, “1 take the position that the reason why we are treating
patients is to reduce complications of the disease, and | like to see drugs - see whether the
drugs reduce these complications. That isthe gold standard and | like for these drugs that
are to be used by millions of people for decades, | think we should have a standard where
itrequiresall drugs[to] reducethese complications. That’s my publichealth viewpoint and
I’ve taken that position for many, many yearsand it applies broadly in medicine.” Furberg
Dep. 69. See also Furberg Report 11 21, 46; Furberg Dep. 66, 73.

121

Plaintiffs only effort to opposeit undercuts their position. They assert that “ defendants
have misread [Furberg’ g testimony,” but their own paraphrase of the testimony confirms
that Dr. Furberg proposes to testify about what the FDA should require of manufacturers.
See Ptf. Opp. 41 (“In fact tha testimony is that manufacturers of diabetes drugs should
demonstrate that they actually reduce the complications they suffer.”).
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should apply to pharmaceutical company conduct.”*? 1t would not help the fact-finder to determine

afact at issuein thislitigation. Accordingly, thistestimony isexcluded.'?

E. Dr. Julie.

Dr. Julie proposesto testify regarding Rezulin’ s efficacy in treating diabetes and
its risk-benefit ratio.*** Warner-Lambert objects, arguing that Dr. Julieis unqudified because heis
not an endocrinol ogist and lacks expertise in treating diabetes patients.

Thisdoesnot initself disqualify Dr. Julie. Defendants do not contest the general
assertionsin Dr. Juli€ sreport that heisaboard-certified gastroenterol ogi st and hasbeen apracticing
physicianin gastroenterol ogy and hepatology for over fifteen years.** They simply assert that “ more
specialized expertise” isrequired. Regrettably, however, the parties have not addressed the issue of
Dr. Julie squalificationswith respect to the challenged testimony adequately. For example, plaintiffs

have not brought to the Court’ s attention evidence in the record indicating that Dr. Julie has treated
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See Re Diet Drugs, 2001 WL 454586, at * 18.
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The Court does not understand the defendants to be challenging here any testimony by Dr.
Furberg to the effect that Rezulin clinical trials did or did not demonstrate efficacy as to
particular conditions, viz. the prevention of heart attacks, strokes or amputations, which
plaintiffs argue would be relevant to rebut the defendants’ contention that Rezulin was
proven efficacious in such regard. See Pl. Opp. 46. None of the testimony cited by the
defendants on this particular motion in limine fits this description; rather, it embraces Dr.
Furberg sview critique of Rezulin critical trial sasmeasured against standardsthat hethinks
the FDA ideally should adhere to.

124
Julie Dep. (6/27/03) 102-13.
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Julie Report T 1.
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diabeticpatientswith Rezulin, rather than other therapies. Conversey, the defendants do not contest
the plaintiffs’ allegation that he has treated “numerous diabetic patients.”*?
Accordingly, thedefendants motion in limine with respectto Dr. Juli€’ sopinions

on the efficacy and risk-benefit of Rezulin is denied without pregudice to renewd.

F. Dr. Gale.

Dr. Gale proposes to opine that therisk of Rezulin outweighed itsbenefits. Asto
the risk side of the equation he stated in his report that the chance of Rezulin-induced liver failure
iIS1in 1000. That number derives from an unpublished December 19, 2000 report by Dr. David
Graham, an FDA biostatistician.””” Defendants seek to precludeall of Dr. Gale stestimony regarding
therisksand benefits of Rezulin on the ground that histestimony about the riskswould violate Rules

702 and 703.

1. Analysis under Rule 703.
Under Rule 703 a district court may allow an expert to tedify based on
inadmissible evidence, such as hearsay, if the evidence — here the unpublished Graham report and

itsconclusion that therisk of Rezulin-induced liver failureis1:1000 — is* of atypereasonably relied
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Pl. Opp. 53.
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Gale Report 1 73.
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upon by expertsin the particular field.”*® Daubert s broad mandate requiring district courtsto act
asgatekeeperstoprevent the admiss on of untrustworthy expert tesimony appliesfullytotheanaysis
under Rule 703, and courts have broad discretion in determining whether hearsay evidenceis“of a
type reasonably relied upon by experts.”** Moreover district courts must make an independent
determination that the material inquestion is sufficiently reliablefor expertsinthefield torely upon
it and are not bound merely “to accept expert tesimony based on questionable datasimply because
other expertsuse such datainthefield.”**® The Court, therefore, isnot bound by Dr. Gal€ sassertion
that, in hisview, “anyone” would rely on Graham’ s report because it was aproduct of the FDA, an
agency that (again, in hisview) iswidely regarded asthe world’ s most rigorous and objective source
of information on drugs generally and Rezulin in particular.*** The parties have not brought to the
Court’ sattention any authorities addressing the reliability of an expert’s reliance on an unpublished

study by an FDA employee. Thus the analysis proceeds in the framework of established principles
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Fep.R. Ev. 703.
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See United States v. Locascio, 6 F.3d 924, 938 (2d Cir. 1993).

130

Id.; accord MTX Communications Corp. v. LDDS/Worldcom, Inc., 132 F. Supp.2d 289
(S.D.N.Y. 2001).
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“This report was produced by the FDA, which is widely regarded as the permiere drug-
regulating authority in the world. It would be considered by a general observer such as
myself asacompletely impartial report. In common with therest of theworld, | regard the
FDA asbeing objectiveand scientificinitsstatementsand evaluations, andtherefore | don’t
know of anywhere better to go for information . . . [the] report . . . was produced by an
agency which now had there or four years of experience with Rezulin, where there were
many other people who were fully aware of the data and able to comment on it, so, for this
reason, | think it should be considered the best available information.” Gale Dep. 249.
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under Rules 702 and 703.

First, defendants correctly note that Dr. Gale viewed the unpublished Graham

report as“final” and “ definitive.”*** Andwhile Dr. Graham |abeled the study asa“Final Report,” the

same study later was published with the conclusion that the incidence of acute liver failure was

1:4200 — less than one-fourth the rate in the earlier, unpublished report.*** Moreover, plaintiffs do

not disputethat under the FDA’ sown regul ations theunpublished report did not qualify asan official

position of the FDA, afact of which Dr. Gale apparently was unaware.** Thus the December 2000

Graham report itself would appear to be untrustworthy when relied upon, as did Dr. Gale, as a

definitive opinion of the FDA."* Moreover, Dr. Gale admitted that he made no effort to ascertain
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Gale Report 1 73 (“With respect to liver damage, | have considered as definitive the final
report of the FDA”) (citing the Graham December 19, 2000 study); see also Gale Dep. 246.

P. Ex. 16, Graham, et al., “Incidence of Idiopathic Acute Liver Failure and Hospitalized
Liver Injury inPatients Treated with Troglitazones,” American Journal of Gastroenterology,
98:1, 175-179 (2003).

“A statement or advice given by an FDA employee orally, or giveninwriting but not under
this section or § 10.90, is an informal communication that represents the best judgment of
that employeeat that time but does not constitute an advisory opinion, does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit
the agency to the views expressed.” 21 C.F.R. §10.85(b) (West 2003).

Graham, et al., “Incidence of Idiopathic Acute Liver Failureand Hospitalized Liver Injury
inPatients Treatedwith Troglitazones,” American Journal of Gastroenterology, 2003, 98:1,
175-179.

Plaintiffs’ claimthat the “reasonable reliance” requirement of Rule 703 is met because the
unpublished Graham report was eventually published and concluded that “troglitazoneis a
potent hepatotoxin, conferring a substantially increased risk of acute liver injury including
[AcuteLiver Failure],” isdisingenuousin light of thefact that the conclusion reached in that
publication diverged substantially from the previous unpublished draft.
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whether the unpublished study was, in fact, “definitive” or merely a preliminary draft.*®* More

importantly, however, the Court harbors concerns asto why Dr. Galewould, in areport prepared for

thislitigation, rely onthe1:1000 ratio expressed in an unpublished study authored by another person,

while eschewing his own published, peer-reviewed view that the ratio wasin the far lower range of

1:8000to 1:20,000.*" Thisomission isleft unexplained and suggeststhat Dr. Gale srdiance on the

unpublished Graham report was not based on scientific method but on the expediencies of this

particular litigation.™*® Taken together, all of these factorslead the Court to concludethat Dr. Gal€e's

reliance on the unpublished Graham report does not comport with Rule 703. To the extent that Dr.

Gale' sopinionsregarding therisk of Rezulin are based on the 1:1000 ratio found in the unpublished

Graham report they therefore are inadmissible.**

2. Analysis under Rule 702.

Additional aspects of Dr. Gale’s proposed testimony lead to the conclusion that
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See Gale Dep. 249.

Gale, E. “Lessons from the Glitazones: A Story of Drug Development,” The Lancet
357:1870-75, at 1871.

Plaintiffs “argument” that under Daubert an opinion may bereliable evenif not based on
epidemiologicd data is irrelevant in this context where the issue is Dr. Gal€ s failure to
consider indisputably relevant and available data.

Plaintiffs argue that Dr. Gale’'s opinion on the risks of Rezulin is not based solely on the
Graham report, but on several other sources, including Gale's pre-litigation peer-reviewed
study inthe Lancet, hisreview of liver damagein Rezulin clinical trias, the circumstances
of Glaxo-Wellcome's decision to withdraw TGZ in Britain. See Gale Dep. 202-205. This
argument appears to be unpersuasive at least with respect to Dr. Gale’ s ability to opine as
to the incidence of liver injury in Rezulin users, as by his own admission, the only source
for hisratio isthe unpublished Graham report. Even Dr. Gale’ sown report in this case does
nto rely on his Lancet article as a source for hisincidence opinion.
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his opinions on the ratio of Rezulin-induced liver failure are unreliable also under Rule 702 and
Daubert.

First, thereisDr. Gale’' sadmissionthat he adopted Graham’ s1:1000 ratio without
considering two epidemiological studies (one published, the other availableto him through plantiffs
counsel) that addressed this very subject but reached drastically different conclusions— viz. aratio
of 1:10,000, which islessthan one-fourth that in the Dr. Graham piece.** Thisomission isespecially
glaring againg Dr. Gale€' s own deposition testimony that in looking at the level of risk of acute liver
failure from Rezulin “[g]ll evidence should be taken into account,”*** including epidemiological
studies.*** Although the Selby-Chan study had not been published at thetime of Dr. Gale€' sdeposition
plaintiffs do not dispute that an abstract and draft were given to plaintiffs' counsel before Dr. Gale's
deposition, and that Dr. Selby had been deposed in this case before Dr. Gale. Yet Dr. Gale testified
he never had reviewed the abstract or the study and was unaware that Dr. Selby had been deposed this

case.® Dr. Gale's selectivity in defining the universe of relevant evidence thus violated his own
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See Gale Dep. 273-74.
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Id. at 279-80. See Faich and Mosley, “ Troglitazone (Rezulin) and Hepatic Injury,” Journal
of Pharmacoepidemiology (December 2001) (availablemorethan six monthsbeforethedate
of Dr. Gal€' sreport; concluded that risk of acuteliver failurefrom Rezulin at most 1:10,000
and decreased with each year that Rezulin available.); Selby and Chan, “A Cohort of
Incidence of Acute Hepatic Failure and Lesser Degrees of Liver Injury in Patients with
Diabetes Mellitus,” Hepatology (October 2001) (quantified the risk of acute liver failureat
rate of 1:10,000).
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Id. at 110.
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Gale Dep. 273.
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standard of proper methodol ogy that “[a]ll evidence should betaken into account,” which suggeststhat
he does not goply the samerigor in the courtroom that he would gpply to his medical endeavors.*** As
the court held in Lust v. Merrell Dow Pharm., Inc.,**® an expert may not “‘ pick and chose’ from the
scientific landscape and present the Court with what he believes the final picture looks like.”4
Similarly, in a case cited by the plantiffs, this Court precluded an expert from testifying in part
because he ignored available information that was vital to his opinion. *#’

Second, when confronted with the 1:10,000 incidence rates described in the two
epidemiological studiesthat hedid not review, Dr. Galeshifted hisposition, claiming for thefirsttime
the “ acceptable risk [for Rezulin] is zero”*® because Rezulin offers “no true benefit.” In asimilar
vein, hetestified that he “challenge[d] the whole concept of what is an acceptablelevel of risk” for

Rezulin because “[wh]ether it' sonein 1,000 or onein10,000 or even onein 20,000, | will not use that
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Kumho Tire, 526 U.S. at 152.
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89 F.3d 594 (9th Cir. 1996).
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1d. at 596.
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MTX Communic. Corp. v. LDDS/WorldCom, Inc., 132 F. Supp.2d 289, 292-93 (S.D.N.Y.
2001).

While as a general proposition plaintiffs are correct that neither rule 702 nor Daubert
requires experts to rely on epidemiological data, the dispositive fact here isthat Dr. Gale
pointedly ignored directly relevant scientific datain violation of his own standards.
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Gale Dep. 369.
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drug, because there is no drug worth dying for when it comes to the treatment of diabetes.”*°

Thebasisfor thisview, Dr. Galetestified, isthat “[Rezulin] isspecial.”** But Dr.
Gale acknowledged that death is a side effect of other medications on the market™* and that diabetes
medications that he prescribes, such asinsulin, metformin and sulfonylureas, also carry serious risks,
albeit onesthat (to hismind) arenot comparabl e to Rezulin becausethe benefits of those other drugs,
on balance, are higher thanthose of Rezulin. Moreover, asthis Court has written, many of plaintiffs
other experts have acknowledged that “ Rezulin was enormously beneficial to many patients.”*** Dr.
Gale' sview that there is no acceptable risk for Rezulin therefore is so extreme that it appears to be
shared by no other expert inside or outside this litigation.

To be sure, Daubert explicitly dispensed with the Frye general-acceptance
standard and held that “ some propositions. . . are too particular, too new, or of too limited interest to
be published.”*** But none of these factors applies to the subject of the incidence rate of Rezulin-
induced liver failure, asisevident on thisvery record which includes relevant publications, including
Dr. Ga€'s. Inthe circumstances, the assertion that Rezulinis* special” suggeststo the Court that Dr.

Gale is not employing in the courtroom the same level of intellectual rigor that characterizes the
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Id. at 312.
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Id. at 270.
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Id. at 279.
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In Re Rezulin Prod. Liab. Litig., 210 F.R.D. 61, 68 (S.D.N.Y . 2002).
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509 U.S. at 593.



practice of an expert in therelevant field, or at the very least this particular expert.™*

3. Liver Enzyme Testimony.

Defendants object also to Dr. Gale’ s proposed testimony concerning changesin
liver enzymes. Relyingonanarticleby Aithal and Day entitled “The Natural History of Histologically
Proved Drug Induced Liver Disease,” Dr. Gale opined that the “reversibility of changes in liver
enzymes does not necessarily imply that the episode is either concluded or benign” and that “[l]iver
inflammation can and often does persist after the drug has been withdrawn.”**®

Defendants argue that this testimony is unrdiable because the article Dr. Gale
relies upon does not mention Rezulin, Dr. Gde is not aware of any sudy or article that reaches a
conclusion similar to Aithal-Day, and he has not seen any peer-reviewed literature consistent with his
opinion.™® Second, defendants argue that Dr. Gale is unqualified to give this testimony because he
isadoctor specializing inthetreatment of diabetic patients, but not ahepatol ogist, and that he has not

demonstrated sufficient experience deding with drug-induced liver injury, to testify about liver
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Kumho Tire, 526 U.S. at 152.

Plaintiffs’ attempt to deny tha the “no acceptable risk” opinion conflicts with Dr. Gal€ s
report — where he consistently opined that the risk-benefit of Rezulin was unacceptable
becausetherisk, expressedin terms of incidence, was 1:1000—isbaseless. Dr. Galedid not
hint anywhere in his report that Rezulin was so ineffective that no level of risk would be
acceptable.
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enzyme changes. Plaintiffs do not oppose, and thus are deemed to admit, the defendants’ contentions
regarding the unrdiability of the challenged testimony. Asto Dr. Gale's qualificaions, plantiffs
merely assert that defendants’ position “carries expert qualification to anillogicd extreme” and cite
cases outside this Circuit for the general proposition that lack of specialization merely affects the
weight, not the admiss bility, of expert tesimony.

The Court finds that Dr. Gal€’'s opinions on the elevation of liver enzymes is
unreliable for the reasons stated by the defendants. Accordingly, his testimony on the subject is

inadmissible.

XII. Dr. Julie’s Opinions on Dr. Watkins’s Spreadsheets.

Dr. Julie opinedthat Rezulin can causecirrhosis, basingthisview in part on certain
spreadsheets created by Dr. Watkins, a hepatology consultant to Warner-Lambert.*> Defendants
chall enge this testimony on the ground that it is not “ based upon sufficient facts or data’ becauseitis
contrary to undisputed evidence in the record — more specifically, Dr. Watkins's own testimony as
to the meaning of the spreadsheets. Plaintiffs argue that Dr. Julie' s proposed opinions are consistent
with deposition testimony that Dr. Watkins's gave regarding a different set of spreadsheets in a
separate Rezulin case.

The spreadsheets in question here were prepared by Dr. Watkinsto track adverse
eventsassociated with Rezulin. In various columns he listed information including the names of the

patients, their ages, and the dates of Rezulin use. Inacolumn headed “Comments,” Dr. Watkinsnoted
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information about existing medical conditions or adverse events reported for a particular patient. In
some instances he noted the term “cirrhosis.” In another column (or columns), he noted whether
Rezulin, in hisview, was “possibly” or “probably”’ the cause of the adverse event — there appear to
have been 33 cases with the notation “ cirrhosis’ of which two were classified as“probably” and nine
were classified as “ possibly.” %

At hisdeposition Dr. Watkinstestified asto what he meant when he included the
term “cirrhosis’ in the “Comments” column — he meant only that “cirrhosis was either reported or
someevidence of cirrhosiswas present. It was not inany way astatement that Rezulin had caused the
cirrhosis.”**® Hetestified further that it would be inaccurate to construe his spreadsheets as proof that
Rezulin caused cirrhosis.!® He stated also that the spreadsheetsthat Dr. Julie relied onwere designed
as abasis for causation assessments with respect to acute, rather than chronic, liver injuries such as
cirrhosis.™® Consequently, he stated, “the fact that cirrhosis appears in my comments section is not
related to my assessment . . . [it is merely noted] as a feature of the case.”**

Plaintiffs claim that Dr. Watkins definition of “probable” with respect to a

158

The exhibit submitted to the Courtisnearly illegible so it isimpossible to determine which
column or columnsthe* probable” and “ possible” notationsarefoundin. Inany event, there
is no dispute between the parties that the document does include such notations.
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different set of spreadsheets, not at issue here, isconsistent with Dr. Juli€’ stestimony about the subject
spreadsheets. In that context, Dr. Watkins said that the term “probable” meant that “[Rezulin]
contributed significantly to the liver event” or that hebelieved “with a reasonable degree of certainty
[that the adverse event was] at least in part related to Troglitazone.” %

It may well be that thereisan issue of fact asto what Dr. Watkins intended when
he used the word “cirrhosis’ in the spreadsheets reied upon by Dr. Julie. By no stretch of the
imagination, however, could one say that Dr. Julie's assumption as to what Dr. Watkins meant be
regarded as an appropriate basis upon which to ground expert testimony. He proposes to give an

expert opinion based on a guess, not facts.
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Watkins (4/26/02) Dep. 46-47, attached as Exhibit 22 to plaintiffs’ Appendix.
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XIV. Conclusion.

For theforegoing reasons, thedefendants’ motionin limine isgranted to the extent
set forth above and otherwise denied.

SO ORDERED.

Dated: February 27, 2004

LewisA. Kaplan
United States District Judge



